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Biodefense Industry Grumbling Over HHS Handling of Germwar
Priorities

By Sean Madigan, CQ Staff

In the 10 months since Project BioShield was signed into law, the Department of Health and Human
Services (HHS) has awarded three contracts worth about $1 billion for vaccines and countermeasures for the
national stockpile.

Nearly all of that money will be spent on a vaccine for anthrax.

The government is also once again turning its eye to the threat of smallpox, issuing a new request for
proposals (RFP) earlier this month for delivery of 20 million doses of a new smallpox vaccine.

To date, federal officials have focused almost entirely — and, biodefense experts say, rightly — on these
two agents because terrorists could use them to inflict catastrophic attacks. But the government has identified
at least two dozen other dangerous viruses and toxins as threats.

The biodefense industry knows the government wants new drugs and vaccines to beat the deadly agents.
But it is not clear which countermeasure the feds will want next.

“It’s pretty hard for people outside the government to figure out what the priority list is,” Dr. J. Leighton
Read, a venture capitalist at Alloy Ventures in California, told a Senate panel last month. “We have a long
list of 20 or 30 agents, but the government’s own thinking about rank and order of what comes after
smallpox and anthrax for civilians in particular is obscure.”

The list, Read said, should be “transparent, so the private sector can set priorities.” Without that guidance,
said John Clerici, an attorney at McKenna Long & Aldridge who advises a number of biodefense drug and
vaccine makers, “it’s a guessing game for industry to try and figure out what is next.”

The intent of BioShield is to draw more companies into the biodefense market, which they have
historically shunned because it is risky and unpredictable. BioShield creates markets for vaccines and
countermeasures for which there is no commercial market. But the industry says the incentives do not go far
enough, and that current laws still leave manufacturers vulnerable to product liability lawsuits.

So far, the program has done little to attract companies that are not already in the market,

Two new bills (S 3 and S 975) offering far more generous incentives were introduced earlier this year.

Along with anthrax and smallpox, the Centers for Disease Control and Prevention (CDC) lists botulism,
plague, tularemia and viral hemorrhagic fevers such as Marburg and Ebola as Category A “select agents.”
These are the most dangerous agents, according to the CDC, because they can easily be disseminated or

spread from person to person, have high mortality rates and could cause mass panic.

The government could use new countermeasures for each agent, but which one? When? And how many
doses?
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Knowing whether the government wanted 10,000 or 10 million doses of an Ebola countermeasure would
help a company decide whether even to enter the market, Clerici said. “There has to be greater transparency.
What is the list and what is the timetable?”

Murky Guidance
The guidance that industry has gotten on BioShield so far has been murky.

Executives and analysts used a May 2003 Congressional Budget Office (CBO) estimate for BioShield to
speculate on how many doses of a new smallpox vaccine the government would want.

CBO estimated the government would buy 60 million doses of an experimental smallpox vaccine at $15 a
dose ~- about a $900 million program over three years. But when HHS issued a draft RFP for the new
vaccine on May 13, the document called for just 20 million doses, with an option to produce up to 60 million
more.

The same CBO estimate anticipated the government would spend about $700 million on 60 million doses
of anthrax vaccine during a three-year period.

Last November, HHS awarded a contract to a California company for 75 million doses of its experimental
vaccine, a contract worth $877 million. HHS awarded a separate $123 million contract for 5 million doses of
another anthrax vaccine. CBO also estimated HHS would spend $1.8 billion on botulinum toxin, $220
million on plague and $260 million on Ebola between 2004 and 2013.

Dr. Jerome Donton, chief scientist at HHS’ Office of Research and Development Coordination, said that
figuring out what to buy, and when, is more complicated than just moving down the select agent list.

He said the decisions are based on material threat assessments conducted by the Department of Homeland
Security. They factor in current intelligence data, the physical characteristics of the agents, plausible attack

scenarios and the number of people who might be affected during the event.

“Its a deliberative process that everybody gets to opine in,” Donlon said. He said anthrax, smallpox and
botulinum are “clearly the top three” agents HHS has been concerned about.

HHS is also soliciting bids or industry feedback for an anthrax therapeutic, a botulinum countermeasure,
an anti-radiation treatment and a nerve agent therapeutic. He said threat assessments are being conducted for
agenis such as tularemia and plague. He noted that the assessments, like the threats, are constantly changing.

Sean Madigan can be reached at smadigan@cq.com.

Source: CQ Homeland Security
© 2005 Congressional Quarterly Inc. All Rights Reserved

http://homeland.cq.com/hs/display.do?dockey=/cqonline/prod/data/docs/html/hsnews/109/hsnews 109-00...  5/25/200:



Attachment 3



TOM DAVIS, VIRGINIA HENBEY.
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COMMITTEE ON GOVERNMENT REFORM
2157 Ravsurn House Orrice Buitping
WasHinaton, DC 205156143

Majority {202) 2255074
Minority (202) 225-5051

SUBCOMMITTEE ON NATIONAL SECURITY, EMERGING THREATS,
AND INTERNATIONAL RELATIONS
Christopher Shays, Connecticut
Chairman
Room B-372 Rayburn Building
Washinglon, D.C. 20815

Tel: 202 225-2548
Fax: 202 225-2382

February 18, 2005

The Honorable Donald H. Rumsfeld
Secretary of Defense

1000 Defense Pentagon

Room 3E880

Washington, DC 20301-1000

Dear Secretary Rumsfeld:

The Subcommittee on National Security, Emerging Threats, and
International Relations, with oversight responsibilities for the Departme 1t o
Defense (DOD), continues to pursue matters related to the health protﬁcc
of armed forces.

Please provide to the Subcommittee current information on the status ¢
the Joint Vaccine Acquisition Program (JVAP), types of vaccines mvolv'_
and a chart comparing the yearly accomplishments of the program from it
beginning to date. Please also provide a detailed budget history of outlays
by year and any studies, reports, or papers that have examined the JVAP
program. Finally, please explain why DynPort Vaccine Co. was awarde
$19.7 million grant from the National Institute of Allergy and Infectious
Diseases (NIAID) in December 2004 to develop the same vaccines mcladcd
in the IVAP?



Please provide the information requested on or before the close of
business March 18, 2005 to the Subcommittee office, room B-372 Rayburn
House Office Building, Washington, D.C. 20515.

If you or your staff have any questions about this request, please contact
Kristine McElroy, Professional Staff, at 202-225-2548.

Thank you for your attention to this request and for your assistance in the
Subcommittee’s oversight work.

Sincgffly,

Stopherghays E'
Chairman
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UNDER SECRETARY OF DEFENSE
4000 DEFENSE PENTAGON
WASHINGTON] D.C. 203014000

PERSONNEL AND
READINESS

MAR 22 2005

The Honorable Christopher Shays
Subcommittec on National Security, Eme ging Threats
and Internal Relations i ‘ ‘

i

Committec on Government Reform

United States House of Representatives | R ‘ ; |
Washington, DC 20515-0704 , e | i

Dear Mr. Chairman: S

This is in reply to your letter to Secﬁ&mry Rumsfeld regmdingﬁm Joint Vaccine -
Acquisition Program (JVAP). ! ‘

{ : i
JVAP is part of the Joint Program Jﬁ,xccutive Office for Chemical and Biological
Defense, which is the office responsible & advanced development of both medical

|

products for the Department of Defense (DoD), in¢iuding vaccines and therapeutics,

H
It

You also asked about a $19.7TM grafit awarded to DynPort Vaccine Company
 (DVC) in December 2004 by the National [[nstitute of Allergy and Infectious Diseases |
(NIAID). The total amount is actuatly $29.2M over five years. This does not represent a
single grant, but three separate grants and h contract to DVC for further development of
medical countermeasures of mutual uztereét to both DoD and NIAID. These awards .
include two grants to support the development of a vaccine candidate for botulinum
toxin, a grant to support a Phase I trial of a Venezuelan Equine Encephalitis vaccine, and
a contract to fund research on a vaccine candidate for tularemis. In this manner, DVC's
expertise in development of medical counfermeasures for DoD can also be levernged for
civilian use. i "
§i :
Some of the medical countermeastres cuttently being developed through NIAID
for the nation have their technology basislin programs which originated in DoD. As
such, DoD) and NIAID work cmpmﬁvci together to leverage medical counteymeasute
programs of mutual interest including thejrole played by the DVC for such development.
Both DoD and NTAID have reviewed their programs to ensure there is no funding
redundancy. ??

| s

o
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Thank you for your current interest in the DoD role to develop medical
countermeasure to protect our Service mem and your desire to work cooperatively : i
w:th other government agencies to benefit the nanon ‘ :

Enclosure: | ' : | .
As stated : . I i ;

CCl [
The Honorable Denris J. Kucinich : ' i
Ranking Member .
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... We're Unprepared

America is still vulnerable to a biological attack. Capitalt v

By David Ignat:

P(};s‘{ Fyie e Money Market
Friday, May 20, 2005; A21

Suppose the single-engine Cessna that flew through restricted airspace _
toward th_e White House on May | 1rhad been piloted by a tgrrorist, rather Yerur m oney '
than a retired farmer. And suppose the plane had been carrying a deadly SR Ul
payload of anthrax spores or some other biological weapon. That was one of : ﬁﬁﬁ%ﬁ%ﬁ% : %}% L
the terrifying possibilities that triggered the rushed evacuation of the r ¢ ﬁég“;g;ﬂgﬁ

Capitol, the White House and other buildings that day.

g
terest. o

Now suppose we are conducting a postmortern investigation of how well the
nation was prepared for such a biological attack. Think of the exercise as a
"May 11 Commission,” a mini-version of the exhaustive report that was
prepared after the Sept. 11, 2001, attacks. The likely conclusion of our
imaginary panel can be summed up in one sentence: America is shockingly
unprepared for bioterrorism.

There's no way to know how many people would be affected by such an
attack. One simulation done by a major defense contractor estimated that an
airborne bioterrorist assault on Washington would bring tens of thousands of
potential casualties within the first 10 minutes and hundreds of thousands
within the first five hours.

Certainly, as with Sept. 11, the warning signs are flashing red. The recent
report by the commission on weapons of mass destruction noted that al
Qaeda conducted "extensive, well-organized” research and planning for a
biological attack, starting in 1999. Past studies have described anthrax
laboratories in Afghanistan, but the commission report mentions an
especially deadly toxin it describes only as "Agent X." The report notes that
the terrorist group " ‘probably’ acquired at least a small quantity of this
viralent strain and had plans to assemble devices to disperse the agent." How much more warning do we
need?

For help in my imaginary postmortem, I turned to a leading expert in the field, Tara O'Toole, who is
director of the Center for Biosecurity sponsored by the University of Pittsburgh Medical Center. She
says a key problem in the event of an attack would be the lack of preparedness at hospitals. They need
better systems for triage after a biological attack, better protection for health care workers and, most
important, the ability to immunize large numbers of people quickly. What's more, there's no rapid
clinical diagnostic test available today for anthrax, according to O'Toole, even though one could be
produced with current technology.

The most surprising vulnerability to biological attack is the lack of electronic connectivity among
hospitals. O'Toole estimates that only 10 percent of the country's hospitals have electronic record
systems that allow rapid sharing of medical information. Without them, epidemiologists would have
trouble seeing patterns of exposure to an attack -- or even being certain that it had occurred. For the first

http://www.washingtonpost.com/wp-dyn/content/article/2005/05/19/AR2005051901534_p... 5/20/2005
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24 hours, physicians might simply be guessing. “Medical surveillance is the single most important
component of a biodetection architecture,” noted a 2003 study by a scientific panel known as JASON.
But this is now a weak link.

The Washington area is believed to have an extensive network of sensors that, in theory, should wam of
a biological attack. But it's not clear that these sensors would actually pick up the presence of anthrax or
other toxins. And since it often takes 24 hours to collect and analyze the specimens, the sensors might
not pick up a stealth attack any more quickly than would doctors, diagnosing the symptoms of individual
patients.

O'Toole fears that much of the roughly $27 billion the federal government has spent on civilian
biodefense since 2001 has produced only modest results. The main achievement, she says, has been
development of a stockpile of smallpox vaccine. Billions of dollars have been doled out to state
governments for public health preparedness, but this money has often gone to supplant other health care
spending.

Nearly four years after Sept. 11 and the anthrax mail attacks, the United States still lacks a coherent
overall strategy for dealing with bioterrorism. The Department of Homeland Security is supposed to be
developing a threat assessment, which in turn would drive ive planming by-the Department of Health and
Human Services. But O'Toole says this strategic plan hasn't yet beel yet been completed. Without it, there can be

little progress on the drug countermeasures that, in theory, would be funded through the Bioshicld
program that became law last year.

The Cessna that approached the capital on May 11 was flown by a couple of off-track amateur pilots.
But it's useful to imagine a real attack -- and to realize how ill-prepared the country is. Nearly four years
after what should have been the wake-up call, says O'Toole, "We're not much better off than we were.
There's no strategy for setting national priorities, and no one in charge of creating a robust biodefense.”

We can see this one coming at us, as clear as that little single-engine plane. It's intolerable that the nation
isn't better prepared.

davidionatins@washpost.com

Refinance Rotes Hi Record Lows
Get $150,000 loan for $720 per month. Refinance while rales are low.
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MylashNow - 3100 - 51,000 Overndgia

Payday Loan Cash goes in your accourt overnight. Very low fees. Fast decisions, Direct
deposit is not required. No credit check. Confidential - secure,

v . mycashnow.com
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Statement of Stewart Simonson, 1.D. Assistant Secretary, Office of Public Health Emergency Preparedness U.S. Department of
Health and Human Services

Committee on Senate Appropriations Subcommiitee on Homeland Security
Aprit 28, 2005

Geood morning, Mr. Chairman, Senater Byrd and Subcommittee members. I am Stewart Simonsen, Assistant Secretary for
Public Health Emergency Preparedness I appreciate the opportunity to share with you information bt progressin
implementing the Proj ' ReEnf: 2004 Which was enacted some nhine months ago. Blodefense is a top priority for the
Bush Administration and havmg an approprlate armamentarium of medical couﬂtermeasures is a critical aspect of the response
and recovery component of the President’ s ~ ' 21st Century Strategy for Blodefense.” ™ The acquisition and ready availability of
medical countermeasures, such as antibictics, monoclonal and polyclonal antibodies against infectious threats, therapies for
chemical and radiation-induced diseases, and vaccines to protect against exposure from biological agents will have a substantial
impact on our preparedness and response capabilities.

Protecting Americans

The events of September and October 2001 made it very clear that terrorism indeed bioterrorism is a serious threat to our
Nation and the world. The Bush Administration and Congress responded forcefully to this threat by seeking to strengthen our
medical and public health capacities to protect our citizens from future attacks. The Bioterrorism Act of 2002 substantially
increased funding authorization for the Centers for Disease Control and Prevention’ s Strategic National Stockpile. To encourage
the development of new medical countermeasures against biological, chemical, or radiological agents and to speed their delivery
and use in the time of an at Bush, in his 2003 State of the Union address proposed and Congress subsequently
enacted the Prifféct BioShic 04, The Special Reserve Fund, pre- appropriated with $5.6 billion was created to assure
developers of medical countermeasures that funds would be available to purchase critical products for use to protect our citizens.

The Strategic National Stockpile Today

The wake-up call that we received in the fall of 2001 brought clarity to the gaps in our chemical countermeasure armamentarium
and we mmed&ate Y soaght to address them Althougb there is much work still to be done, we have made s;gmfcant progress in

We are now able to protect and treat millions of Americans in the event of an attack v ne of these agents We have taken
the botulism antitoxin pro ram started by the Department of Defense in the early 1990s to completion and we are now bwldsng
ourantRbRIN SterkpIE Furthe f ofradiat _

with products such astPrussian:Blue gir FITPAY These countermeasures act to biock uptake or
rermove radioactive elements such a m thalium, or americium from the body after they are ingested or inhaled. Potassium
iodide, a drug that can protect the thyroid from the harmful effects of radicactive iodine, is also in the Siockpiie,

The Strategic Approach to Addressing Medical Countermeasure Gaps

The initial focus of our efforts to protect the nation was aimed largely at those threats that couid do the greatest harm to the

hitp://elobal factiva.com/en/arch/print results.asp 512672005
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greatest number of cur citizens, namely, smallpox and anthrax. A sense of urgency has pervaded our efforts and has defined
newaways ‘of doing business. Our neWw natitnal security:environment:demanded atcelerated-product development timelnes:and
new paradigms of tnteractaens Hetween Industryand goveriment withrriskssharingand-énhafcédintra~governmental
collaboration. Usi rocess, that mined intra- and extra-.go nental expertise, requirements for
medical countermeasures wari nd options elaboratéd for addressmg immediate and-long-term needs. These experts
continue to help us define the most expeditious way to traverse the critical pathw op and acguire usable
countermeasures for the Strategic National Stockpile.

Application of the strategic approach; Anthrax.

Although not transmissible from person-to-person, an attack involving the aerosol dissemination of anthrax spores, particularly
in an urban setting, was considered by public health experts to have the potential for catastrophic effects similar to smalipox...
The potential for large-scale population exposure following aerosol release of anthrax spores, the threat demonstrated by the

anthrax letters, and our knowledge that anthfax had been weapomzed y state- actors, htg?zilghtecé the nature of {he treat. The

The approach to protect citizens against this threat demanded immediate, intermediate and long-term strategies and
requirements. First, the existing stockpile of antibiotics in the Strategic National Stockpile was increased. Second, there was a
need for a Heensed vaccine to be used not only for pre-exposure protection for laboratory and other workers at known risk for
anthrax, bul for use along with antibiotics after an exposure to potentially decrease the currently recommended 60-day course of
antibiotic therapy. Anthrax spores are stable in the environment and would have a profound impact if released in an urban
population. Availability of a vaccine is a critical requirement for repopulation and restoration of the functionality of any exposed
area.

The limitations inherent in the currently available anthrax vaccine were articulated in a 2002 Institute of Medicine report,

T Anthrax Vaccine: Is It Safe? Does it Work?™ * The report stated, '~ ...a new vaccine, developed according to more modern
principles of vaccinology, is urgently needed.” * An assessment of developing technologies was undertaken by HHS experts in the
fall of 2001 and the decision was made that there was a sufficient scientific foundation, including a detailed understanding of the
pathogenesis of anthrax and how anthrax vaccines provide protective immunity, to support the aggressive development of &

next generation vaccine consisting of recombinant protective antigen (rPA). This research, spanning more than a decade from its
inception in the early 1990s, was conducted in farge part by the United States Army Medical Research Institute of Infectious
Diseases at Fort Detrick, Maryland.

# Gr awards atgachstage. The early and
: . : : : of ealthls National Institute of Allergy and
Infectious Diseases Wlth contract awards in September 2002 and 200 pectively. These were milestone-driven contracts with
well-defined deliverable -including the manufacture of clinical- grade vaccine and the conduct of Phase 1 and Phase 2 clinical
trials. Large-scale manufacturing capacity would be required to support the civilian requirement for this medical countermeasure,
which was defined through an interagency process to be the initial protection of up to 25 million persons. Senior officials
throughout the United States government evaluated acquisition options to achieve this requirement and, in the fall of 2003, the
decision was made to pursue the acquisition of rPA anthrax vaccine.

An evaluation of the status of the NIAID rPA anthrax vaccine development program suggested rPA vaccine could potentiaily
bhecome a licensed product within 8 years. In March 2004, the acquisition program for this vaccine, under the direction of my
office, was launched using the Special Reserve Fund created in the FY 2004 Department of Homeland Security appropriations bili,
Utllizing a robust technical and business evaluation process, we reviewed muitiple proposals and finally negotiated a contract
with VaxGen of Brisbane, California, for 75 million doses of the vaccine, {anticipating a three-dose regimen). Using a milestone
and deliverables approach utilized with the ACAM2000 smallpox vaccine development and acquisition program, and the rPA
anthrax vaccine development related contracts at NIAID, the VaxGen contract lays cut an ambitious program to include the
delivery of the first 25 million usable vaccine doses to the Strategic National Stockpile within 2 years of contract award. A
unigque and critical aspect of the rPA vaccine BioShield acquisition contract is the fact that no payment is made until a usable
product is delivered to the Stockpile. While awaiting delivery of this new vaccine to the Stockpile my office will complete
negotiations for 5 million doses of the currently licensed anthrax vaccine in the next few days to support immediate
requirements. Delivery of the product to the Stockpile will begin very soon after the contract award and wili have a direct impact
on our preparedness.

Other Needed Countermeasures.

In an effort to fill other gaps in the Stockpile, we have made progress in contracting for products that will soon be delivered for
use.

http://elobal. factiva.comen/arch/print_results.asp 5/126/2005
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Potassium Iodide.

In March 2005 a contract was awarded under Project BioShield for a pediatric liquid formulation of potassium iodide, a drug that
helps imit risk of damage to the thyroid, from radicactive iodine. This formulation is aimed at young children who cannoct take
pills and are at the highest risk of harmful effects from exposure to radioactive iodine. This acquisition will provide needed
protection for at least 1.7 million children. Product delivery wilt begin next month.

Ongoing Project BioShield activities.

Inaddtitn to the Project BigSHield dohiskion contracts thist iave beermawardet v the last nie ino s histe ate severalgther
important BioShield procurement-related activities underway. We are reviewing the responses for Requests for Proposak; for
anthrax therapies, and we are cont;numg to move forward onvithe acquisition: : 7 5 :
Furthermore, to:sighal ourinke] g i o Sirgs .
forin et two weeksi Einally, in antnctpatnon of yet to be determmed requnrements, we actwety
monitor tha state of the medical countermeasure pipeline- - both within and outside the government--- by evaluating USG
research and development portfolios and engaging industry through the publication of Reguests for Information {RFIs). For
example, we have recently released three RFIs to assess the timeline to maturity of medical countermeasures to treat nerve
agent exposure, acute radiation syndrome, and additional products that might be available to treat anthrax. These requests are
a key tool for HHS to dialogue with industry partners and to inform the development of sound USG acquisition strategies.

Priority Setting Beyond Smallpox and Anthrax

The approach taken to rapidly expand our Nation™ s response capacity to meet the medical and public health impact of either a
smallpox or anthrax attack demonstrate our national resolve to address these threats, But, In many ways, anthrax and smallpox
represent the * " low hanging fruit’ * for medical countermeasure rch, development and acquisition and Was enabled by a
substantial research base developed by USAMRIID and NIH. Thetfi ConsEnsEEE
. ralongintie dévelopment-pipeline topermit-acquisition. Gsven an almost end!ess
address them, pnoritszatnon is essentiaé to focus our efforts. We rely heavil
our interagency partner, the Department of Homeland Securit of threa
threat assessments that will providéFessonable éstimates of populatioh exposure. This information is critical for ategic
declsion making regarding how best to focus our National efforts in countermeasure development and acquisition, including
whether in the short-term, the so-called " "one-bug, one-drug’ " approach should continue while simultaneously investing in
mere broad-spectrum prevention and treatment approaches for the longer term.

Challenges to Rapidly Expanding the Strategic National Stockpile

1hts sng required specifications for a countermeasure often reveais fe p
candida es in the pipeline. ‘Basic research and early devaiopment efforts even whern

as 1 have outlined hére today, in théné monthé since Project BioShield was enacted, the incentive has sped  final
deveiopment cf sevearal products for the Stockpile.

Conchlusion

made :mportani: strzéeé and will corztmae to work to address the obstactes ndentnf“ed Mr. Chairman, 1 look forward to working
with you and members of the Subcommittee to address the challenges of bioterrorism preparedness and its impact on public
health.

1 will be happy to answer any guestions you may have.

Document CGTOG00020050429e14500029
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